Sponsors of clinical trials have excluded pregnant women from trial participation mainly because of the fear of legal liability for fetal injury. Yet, to prevent untested treatments exposing fetuses generally to unwarranted risks, it is necessary that pregnant women are included in clinical trials. Despite sponsors' fears there, however, are major stumbling blocks for the child once born claiming compensation under English law. Neither the new EU Regulation 536/2014 on clinical trials nor tort law or statutory regulations have achieved a clear and fair avenue for the compensation of children injured in utero. There are also inadequacies with the voluntary pharmaceutical industry guidelines regarding such compensation. Greater clarity and fairness regarding tort and civil liability might encourage sponsors to conduct more trials in pregnant women and more pregnant women to volunteer taking part in research in the knowledge that their children will be compensated if they sustained injuries in utero.
Introduction
Historically, sponsors 1 have largely excluded pregnant women from participating in clinical trials. 2 Paradoxically, exclusion from trial participation was one of the consequences of the thalidomide tragedy in the late 1950s and early 1960s when babies with severely deformed limbs were born to women who had taken the drug during pregnancy. 3 Thalidomide had, however, not been tested in clinical trials in pregnant women. 4 Rather than discouraging the inclusion of pregnant women in clinical trials such an outcome should have been reason for inclusion in clinical research to avoid unnecessary risk from eventuating in future. By enrolling pregnant women in clinical trials many more women and fetuses might in future not be exposed to the unknown harm of treatments which have not been tested. 5 Although a number of reasons have been advanced to justify the exclusion of pregnant women, 6 it is to a large extent, the fear of legal liability and the legal uncertainty which have contributed to their exclusion from clinical trial participation. 7 One of the main reasons for this is that while liability for injury to a female trial participant may be indistinguishable from liability for injury to a male participant, it is the additional concern about possible liability to the fetus injured during the course of a trial which reduces the willingness of sponsors to include pregnant women. 8 Ignoring any moral concerns by sponsors, their fear is largely based on the child once born acquiring the right to sue for fetal injury occasioned in the course of a clinical trial and obtain compensation from them. 9 This article scrutinises this fear of liability and argues that the statutory regulations and tort law in England currently do not provide a clear avenue for the compensation of the child born disabled in these circumstances. To set the scene I will first describe the clinical trial structure with specific reference to trials in pregnant women. I will then discuss the range of statutes and regulations which are based on international ethical standards 10 and might be called upon to assist the child in her claim. I will show that the Medicines for Human Use (Clinical Trials) Regulations 2004 excludes specific reference to the participation of pregnant women in clinical trials whereas the new EU Regulation 536/2014 on clinical trials on medicinal products for human use 11 amends this omission. However, the latter leaves the question of compensation determined through the national law of each Member State and only requires insurance to be in place for damage suffered by a research subject without any reference to liability for fetal injury to the child once born. Next, the situation of the child born disabled with research-related injuries sustained in utero under English tort law and then under the Congenital Disabilities Act 1976 as amended by the Consumer Protection Act 1987 is considered in detail. This leads to a discussion of the drawbacks of the voluntary compensation system and of ex gratia payments in this situation. It is concluded that a development of the rules of the law of negligence and civil liability and revisiting the no-fault compensation scheme for injuries in clinical trials suggested by the Pearson Commission in 1976 12 might achieve more adequate provision of compensation of the child disabled due to her mother's participation in a clinical trial during pregnancy. . 9 The exclusion of pregnant women from clinical research is, no doubt, also influenced by the religious and political debate over the moral status of the fetus giving weight to maternal and fetal interests, see C. Grady and C. Denny, 'supra note 6, p. 413. 10 
Clinical trial structure
Clinical trials in pregnancy come in all shapes and sizes and the trials referred to for the purpose of this article are trials of medication and also of other treatments which concern illnesses and conditions affecting either pregnant women 13 or their fetuses 14 or both 15 but in all cases the pregnant woman is the essential trial participant. Generally the standard clinical trial sequence consists of 4 phases: Phase I trials assess the toxicity of the compound or treatment and are usually conducted in healthy volunteers; phase II trials assess the effectiveness and side effects of the compound or treatment in a small number of people with the condition to be treated; phase III trials monitor a larger group of patients receiving the drug or treatment over a longer period of time; phase IV trials assess how the drug or treatment works in practice and are conducted once the drug has been licensed. 16 Although harm, whether due to negligence or without any apparent fault, can manifest itself in any trial phase it raises particular concern in early phase trials, i.e. phase I and phase II trials, as these tend to have minor or no therapeutic intent for the trial participants.
17 For this reason the article will concentrate on the discussion of pre-natal harm occasioned during early phase trials in pregnancy.
On legal and ethical grounds, phase I and phase II trials in pregnant women will generally only be conducted once clinical trials in non-pregnant trial participants of the drug or treatment being investigated have been completed. The information gained from trials conducted in non-pregnant women or indeed in men will often be inapplicable to pregnant women as a number of physiological changes take place during pregnancy which may change the effect of and adverse reactions to an intervention. 18 Early phase clinical trials in pregnant women will of course also be conducted where the condition investigated is pregnancy-specific. 19 As a pre-condition for a clinical trial involving pregnancy one would want to ensure that that the woman is not at risk of losing her pregnancy or there is harm to the child she wants nor that there is harm to herself.
Specifically regarding the prevention of harm to the future child the guidelines of the Royal College of Physicians stipulate that the risk of the clinical trial to the fetus must be minimal. 20 A minimal risk is defined as being of no greater risk to the fetus than routine procedures which are usually performed on pregnant women. 21 The Council of Europe suggests that the research bears minimal risk if it is to be expected that it would result, at the most, in a very slight and temporary negative 13 Such as morning sickness, pregnancy-related headache and backache. 14 Such as fetal heart defects, neural tube defects and fetal growth restriction. 15 17 As phase I trials assess the safety of a drug or intervention in healthy volunteers and phase 2 trials assess the efficacy of a drug or intervention in a small number of patients it is difficult to maintain that these trials have therapeutic intent and therefore must carry higher risks for the trial participants, see generally E. Jackson, ibid., referring to R. Wachbroit, 'Assessing Phase I Clinical Trials', Law, Probability and Risk 9(3-4) (2010) In addition, to test the safety of a treatment, phase I trials use healthy volunteers or patient volunteers who are not affected by the condition under investigation. Phase I trials therefore tend to be non-therapeutic as by definition these volunteers will generally not receive any therapeutic benefit from the experiment. 25 An exception to starting the trial regime with a phase I trial and enrolling healthy volunteers or patient volunteers without the condition would be where the treatment is, for example, known to be toxic with severe side effects such as treatment with a chemotherapy agent. In such a case a pure phase I trial is not acceptable for ethical reasons 26 as the risk to benefit ratio for volunteers without the condition under investigation would be unacceptable. A large number of clinical research programmes therefore use a hybrid phase I/II trial design instead, investigating both safety and efficacy, and involving patients with the condition from the outset. 27 Thus, although a pregnant woman with a healthy pregnancy may be enrolled in a phase I trial testing the safety of a treatment where it is foreseeable that there are minimal risks and burdens, generally when the risks and burdens are unknown, a hybrid phase I/II trial in pregnant women with the medical condition in question is preferable for ethical reasons.
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This will also be the chosen trial programme where the treatment is aimed at the fetus such as for example treatment for fetal growth restriction, fetal heart defects or neural tube defects. For ethical reasons, any fetus-regarding trials are unlikely to be pure phase I trials but hybrid phase I/II trials investigating both safety and efficacy of a treatment in women whose pregnancies are affected by the fetal developmental abnormality under investigation. In any case, clinical trials investigating both safety and efficacy are almost always superior-at least ethically-to phase I trials 29 because phase I trials have a less favourable risk-benefit ratio and never have a therapeutic benefit. In contrast, hybrid phase I/II trials and phase II trials have the potential of benefitting the research subjects; they may be borderline therapeutic even though research is clearly not therapy, trial participants are research subjects and not patients and clinical trials may have negative outcomes. The importance of the distinction between phase I, phase I/II and phase II trials needs to be born in mind when considering the voluntary compensation guidelines of pharmaceutical industry sponsors. 28 This would be also be the case for more serious conditions where it is likely to treatments to be investigated are likely to have more serious side-effects as e.g., supra note 14. 29 R. Wachbroit, supra note 17 arguing that generally clinical trials that investigate both safety and efficacy (hybrid Phase I/II trials) are almost always superior-at least ethically-to phase I trials.
However, first of all, it is necessary to discuss the legal framework in the UK regarding research in pregnancies. 34 and a sponsor. 35 The latter must obtain the ethical review and approval for the clinical trial from the REC 36 and clinical authorisation from the licensing authority, the MHRA. 37 The CTR 2004 make no specific reference to women or pregnant women as clinical trial participants. The omission of a special mention of pregnant women as trial participants follows the provisions of the EU Directive. Of course, UK law could have provided for express authorisation of clinical trials in pregnant women, but in view of the strict conditions for the initiation of trials generally this was probably considered unnecessary. Thus, the CTR 2004 provide that before the trial is initiated, foreseeable risks need to have been weighed against the anticipated benefit for the individual trial subject and other present and future patients and that 'a trial should be initiated and continued only if the anticipated benefits justify the risks'. research. 39 They do not, however, guarantee compensation to the trial participant should things simply go wrong in a trial. Trial participants have to prove negligence to receive compensation; there is no provision for no-fault compensation for mishaps in clinical trials. Despite the sponsors' concerns of liability for fetal harm 40 the fetus is not a trial participant; it has no legal personality and does not enjoy the legal protection of the child born alive. 41 In any case, the CTR 2004 do not specifically refer to insurance or indemnity to compensate the child for fetal injury.
The Medicines for
The CTR 2004 are being replaced by the new EU Regulation 536/2014 on clinical trials on medicinal products for human use, henceforth the EU Regulation 2014, introducing a raft of changes.
42 It entered into force on 16 June 2014 but will not apply before 28 May 2016. This new Regulation was agreed on as it was recognised that the EU Directive 2001/20/EC had contributed to a significant fall in the number of clinical trials conducted in Europe due to overly bureaucratic and complex requirements imposed on organisations conducting research. 43 Unlike the CTR 2004 the EU Regulation 2014 sets conditions for clinical trials in pregnant women in that the trial has to be of direct benefit to the pregnant woman or her fetus while outweighing any risks. 44 Where there is no such benefit a clinical trial can only be conducted in a pregnant woman where a trial of comparable effectiveness cannot be carried out on women who are not pregnant or the trial contributes to the attainment of results capable of benefitting other pregnant women or other women in relation to reproduction or fetuses and the trial poses minimal risk to the pregnant woman concerned or her fetus. 45 Thus, it largely follows the provisions of the Additional Protocol on Human Rights and Biomedicine to the Oviedo Convention, 46 a Protocol which has, however, not been ratified by most EU Member States including the United Kingdom.
As with the CTR 2004 the new EU Regulation 2014 also contains provisions dealing with the protection of research subjects when mishaps occur in a clinical trial. Specifically, it requires that systems for compensation for any damage suffered by a research subject resulting from participation in a clinical trial are in place in the form of insurance, a guarantee, or a similar arrangement. 47 All the same it makes no special case for the compensation of pregnant women or their children born with research-related injuries. In addition, the EU Regulation 2014 leaves the question of compensation for harm suffered by research participants generally determined by the national law of each Member State. 48 Where damage is caused to the research subject during the course of a trial in England and Wales for which the investigator or the sponsor are liable, the conditions for liability will therefore remain governed by English law and compensation will depend on whether the requirements of English statutory or common law are fulfilled. It is therefore necessary to consider the position under the English law of torts with regard to compensation generally, and then to consider the position of the child claiming for prenatal harm due to her mother's participation in a clinical trial specifically. 2) streamlines the trial approval process by introducing an EU harmonised application process which is aimed at speeding up the trial approval process, improving administrative efficiency and making the EU commercially viable, see generally J.V. McHale, supra note 33. 43 E. Zanon, 'With EU red tape cut, the shackles are off clinical innovation' (2014) HSJ, available at http://www.hsj.co.uk/comment/with-eu-red-tape-cut-the-shackles-are-off-clinicalinnovation/5075995.article; J.V. McHale, supra note 33. 44 The EU Regulation 2014, Article 33(a). 45 ibid., Article 33 (b). 46 Additional Protocol on Human Rights and Biomedicine, concerning Biomedical Research. 47 The EU Regulation 2014, chapter XII, Article 76(1). 48 ibid., paras. 61 and 62.
Accountability under English tort law and the Congenital Disabilities Act 1976
The question then is whether any cause of action under the English law of tort is open to the child, once born, for her research-related injury whether or not the clinical trial had been targeted at the pregnant woman for a pregnancy related condition, or whether it had been targeted at the fetus for a condition of the fetus, or at both.
Accountability under Tort Law
English law does not permit the child to sue her mother for fetal injury sustained 49 and this also applies where the injury was sustained in consequence to the mother's participation in the trial. The question to be answered therefore is whether the child has a claim against the clinical investigator or the sponsor which in turn depends on whether, under English law as it stands, the investigator or sponsor owe a duty of care not only to the mother but also the fetus.
The debate as to whether a duty is owed to the fetus by a third party hinges on the question of the moral and legal status of the fetus, 50 whether the fetus is simply an adjunct of the mother or whether it is a patient in its own right. The moral status of the fetus is most often discussed in connection with the abortion debate which is not the issue here. 51 As regards the legal status of the fetus, the English common law position is that the fetus is not owed a duty of care as it has no legal standing. 52 As was held in Paton v British Pregnancy Advisory Service Trustees: '… in order to have a right the foetus must be born and be a child … there can be no doubt … that in England and Wales, the foetus has no right of action, no right at all, until birth'. 53 In English law, the fetus has no independent fate legally; rather consent over the pregnancy and the fetus is a matter for the pregnant women. Therefore nothing can be done to the fetus without the pregnant woman's consent. 54 Thus, the woman's ability to consent on behalf of her pregnant self to treatment or to participating in a trial is unquestioned. She cannot be compelled to undergo treatment, 55 undergo a Caesarean section even if it is, erroneously, considered to be in the 'fetus's best interests', 56 nor can she be made to stop taking drugs, 57 just as she cannot be forced to participate in a clinical trial. However, under English common law, if she does participate in a trial, any duty of care that is owed is owed to her, her pregnant self and not her fetus. Nevertheless, it does not follow that the fetus does not have any legal interests of its own; it has, for example, statutory protection from abortion, except under four specific conditions. 58 A neonate is able to sue for injury resulting from negligent acts or omissions, including embryonic selection, during the course of assisted reproduction 59 this is a right accruing to the child under statute and is not an exception to the born alive rule nor does it establish general accountability in tort law to the child prior to conception.
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Because of the unsatisfactory situation of the law of tort regarding children born disabled a Law Commission was set up whose terms of reference were to advise the Lord Chancellor what the nature and extent of civil liability for antenatal injury should be. 61 The resulting Act of Parliament 62 enshrines the current law regarding legal liability for injuries sustained in utero.
Accountability under the Congenital Disabilities (Civil Liabilities) Act 1976 63
The Congenital Disabilities Act, henceforth CDA 1976, applies to all births after 1976 only. Births before the Act was passed continue to be governed by the common law. 64 While it does not recognise the fetus's legal existence prior to birth this Act confirms the existence of liability for prenatal injuries. It imposes liability to the child for injuries sustained in utero when the child is born alive suffering from a disability caused by an occurrence affecting either parent in his or her ability to have a healthy child or affecting the mother during pregnancy, or the mother or the child in the course of birth. 65 However, the defendant is only liable to the child if she had been liable in tort to the parent. 66 The liability to the child is derivative and based upon a breach of duty owed by the defendant to the parent. In the case of a clinical trial in pregnancy, liability to the child by the clinical investigator or sponsor would derive from liability to the mother, which if there had been injury to her, would have given rise to an action by her. The CDA thus avoids the illogical situation that a duty of care is owed to a legal non-entity, the fetus. 67 The Act might therefore be viewed as adopting the fiction that the injuries are sustained after birth when the child becomes a legal entity when the duty of care crystallises. 68 A different view could be that the harm eventuates after birth when there is a child suffering from the disability so that the possibility of an action is not defeated by the fact that the injury causing the harm was sustained while the child was a fetus in utero. However, this would not be the correct reading of the Act.
Whether the early phase clinical trial in pregnancy is aimed at a condition affecting the pregnant woman, the fetus or both, for liability to the child to exist the occurrence affecting the mother during the pregnancy needs to be shown to have led to the child's disabilities which would otherwise not be present. 69 Such disabilities are to be regarded as resulting from the wrongful act of the tortfeasor to the mother, a departure from the ordinary principles of civil liability. In any trial involving a fetus either with an underlying condition and not developing normally or affected by a condition of the mother, establishing proof of a causative link between an event occurring affecting the woman while carrying the fetus and subsequent disability at birth is likely to be rather difficult.
Liability under the Act is further excluded in that the defendant is not answerable to the child if she took reasonable care when treating or advising the parent. 70 In the context of fetus-regarding clinical trials it is important to note that the CDA provides a defence if the mother has contributed to the fetal injures; her contributory negligence will be taken into account and the child's damages reduced accordingly.
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There is a dearth of English case law under the CDA 1976 regarding claims for compensation by the disabled child with injuries sustained in utero in the course of a clinical trial so we are in unchartered territory. Nevertheless, several scenarios regarding potential claims for fetal injury by the child can be envisaged and are discussed in turn applying the legal principles identified above: a) the child is survives less than 48 hours; b) the child is born disabled but survives the first 48 hours; c) the child is born disabled but might not have been born but for her mother's trial participation. Clearly in the case of the child being still-born, 73 no cause of action exists under the CDA. As under the common law there is no actionable breach of duty to the pre-natal fetus. Before the fetus is born, it is not a person and after it is still-born, it has no legal rights and therefore cannot sue as it has never lived. 74 However, under the CDA 1976, the condition of being born alive for the purpose of recovering damages is more stringent than under the common law. Although 'born' means born alive with the moment of a child's birth being when she first has a life separate from her mother, 75 liability is only imposed if the child lives for 48 hours after birth. 76 The personal representatives 77 of a child surviving for less than two days therefore have no cause of action under the Act as compensation depends on the dead child having had a right of action and the clinical investigator who has conducted the trial negligently harming the fetus would be absolved from liability as long as the child dies in time. As has been suggested, under the CDA a doctor may even be tempted to let the child die before she has lived 48 hours to avoid liability. 78 In effect, therefore, the CDA withholds legal rights not only from the still-born child but from any neonate for 48 hours, whether or not there might otherwise be a case to answer for her injury in utero.
4.1.2
The child is born disabled but survives the first 48 hours.
If the child survives the first 48 hours for the neonate to have legal rights under the CDA her legal representatives would need to show that her disabilities resulted from an 'occurrence' which affected the mother during her pregnancy, thus causing the child to be born with disabilities she 70 ibid., s 1(4) 71 ibid.,s. 1(7); I. Kennedy would not otherwise have had. 79 They would also have to show that, judged by the standard of the received professional opinion at the time, 80 the clinical investigator has breached his duty of care in that she did not follow the trial procedure or ought to have known that the drug posed more than a minimal risk to the fetus. The latter may be difficult to prove when the trial treatment has been approved by the regulatory authorities and the REC. These problems are compounded in fetusregarding trials where in addition there remains the difficulty of proving that the child's disablement is a consequence of the breach of duty to the mother. 81 The fetuses of women participating in a fetus-regarding phase I/II trial usually have developmental abnormalities. These abnormalities may be due to genetic, environmental or unknown factors so that it may be difficult to identify the risk added by the research intervention aimed at the fetus. 82 But also in a trial aimed at a condition of the pregnant woman, if the breach of duty cannot be demonstrated, the disabled child may be left without a remedy even if the treatment under investigation is the most likely cause of her disability. And if the child's action succeeds, the measurement of damages will be rather modest where the child only survives for a few weeks. The claim will be for pain and suffering and loss of amenity of the child before death. The award will generally be greater the longer the child survives. The situation of a child born disabled who might not have been born but for her mother's trial participation is more likely to arise in a fetus-regarding trial than in others although it is possible to imagine that experimental treatments aimed at a condition of the pregnant woman 84 could also lead to the survival of an otherwise doomed fetus. Unlike the action for wrongful birth by the mother the child's action would be one of wrongful life. The child alleges negligence in that she would not have been born had it not been for the clinical investigator's failure to inform of the risk of serious disability when enrolling her mother in the trial or during the course of the trial, 85 that her mother's trial participation led to her survival with severe disabilities and that her disabilities are such that she would be better off had she not been born. Her claim is not that her disabilities would not have been present but that her fetal developmental abnormality would have ordinarily led to her being miscarried or stillborn. In McKay v Essex AHA, 86 the Court of Appeal considered the claim for wrongful life by the child contrary to public policy because, in the words of Stephenson LJ, 'it would mean regarding the life of a handicapped child as not only less valuable than the life of a normal child, but so much less valuable that it was not worth preserving …'. 87 In this case the child was born disabled as a result of a rubella infection contracted by the mother during her pregnancy but her doctor had not so informed her. Had she been informed about the infection she claimed she would have undergone an abortion. Mary McKay's birth preceded the passing of the CDA and was 79 CDA 1976, s 1(2)(b) but note that prior to the Act a child born alive with disabilities caused by the defendant's negligence before the child's birth has an action in negligence against the defendant because the injury is deemed to be sustained at birth as the fetus has no legal personality, see where the child survived for 3 days and the award was £750. 84 E.g., experimental treatment of severe pre-eclampsia. 85 In effect it would be the child's claim that her mother was given insufficient information about the benefits and risks of the trial and the possible trial outcomes. 86 therefore not covered by the Act. 88 Could the child in scenario 3 have a wrongful life action against the clinical investigator and does the CDA exclude wrongful life actions?
According to its wording the CDA only applies to occurrences that affected the mother during pregnancy so that the child is born with disabilities which would not otherwise have been present. 89 In scenario 3 the child's claim is that she was born disabled because of an occurrence during her mother's pregnancy and the damage she claims for are her disabilities once born. Thus it seems illogical to argue that she could have an action for wrongful life; under the CDA, without being born, she would have no claim. 90 If this is so then McKay or the legal principles for a wrongful life in tort may well be precedent for my fictitious scenario. Some authors argue that the problem with wrongful life actions is that they concentrate on 'metaphysical meditations on non-existence' rather than on the negligent act or omission which leads to the child's life being adversely affected by her disabilities 91 or on the damage or lack thereof. 92 In scenario 3 the child would claim that there was a negligent act or omission which caused her to be born and if the clinical investigator had fully informed her mother of the risks and benefits of the trial her mother would not have become a trial participant and nature would have taken its course resulting in miscarriage or stillbirth. However, even assuming that she can establish a breach of duty it will be almost impossible to establish that either miscarriage or stillbirth would have followed if it had not been for the trial intervention. Developmentally abnormal fetuses do survive against all odds as they do maternal complications. 93 The issue therefore is not whether the child can show that there was damage since she was born with disabilities nor that that she would not have been less affected by her disabilities if the clinical investigators had done their duty. The issue is that if the clinical investigator had performed her duty she, the child, would not exist at all. 94 The damage would be being alive 95 but the law considers life as beneficial. And their Lordships in McKay concluded that non-existence was insusceptible of measurement. 96 This conclusion can be criticised not only because to decide that existence is always better than non-existence presupposes that non-existence has been compared with disabled existence; it can also be criticised because the courts do award damages for loss of expectation of life.
Although the situation regarding claims for injuries sustained in utero by the child thus seems generally unsatisfactory both under the law of torts and under the CDA some of the problems could be avoided in the context of clinical trials with the acceptance of the concept of no-fault compensation to which I now turn.
Although both the Trial Regulations 2004 and the new EU Regulation require proof of insurance to cover the potential liability of clinical investigators and sponsors 97 both Regulations only concern trials for medicinal products rather than other types of investigational treatments such as for example fetal surgery. Interestingly, while both Regulations require transparency regarding any insurance or indemnity arrangements covering the liability of the sponsor and investigator, 98 they do not make it obligatory to compensate the trial participant unless legally liable to do so. The focus of the Regulations is on the requirement for transparency as to the arrangements that exist in the event of injury or death of a trial subject, and of any insurance or indemnity arrangements covering the liability of the sponsor and investigator. 99 Under both Regulations details of the insurance or indemnity arrangements that cover the liability of the investigator and sponsor have to be submitted either to the REC in the research ethics application form 100 or to the Member State's legal representative. 101 With chances of succeeding in a fault-based action so low, one would have expected, at least on ethical grounds, 102 that rather than only mandating insurance arrangements the new EU Regulation 2014 might impose an obligation on the sponsor to compensate a trial participant for no-fault harm sustained when participating in a trial. After all, there is a benefit to society for people to agree to participate in clinical trials, so that it would be only fair that society should compensate them should harm occur. 103 The mere fact that they consented to trial participation should not overlook the fact that research subjects are being used for the benefit of others. 104 People who volunteer for clinical trials and are harmed should receive compensation for their injuries and such compensation should be a major consideration for all those involved in clinical research. In the end, compensation in a nofault-based action will also only be forthcoming if they can go the arduous route of proving the causative link to the injury suffered. As the Pearson Commission 105 which was charged to consider the issue of compensation for death or personal injury (including antenatal injury) in a clinical trial stated:
We think it is wrong that a person who exposed himself to some medical risk in the interest of the community should have to rely on ex gratia compensation in the event of injury. We recommend that any volunteer for medical research or clinical trials who suffers severe damage as a result should have a cause of action, on the basis of strict liability, against the authority to whom he has consented to make himself available.
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The case for no-fault compensation of children who are born disabled because of their mothers being enrolled in a clinical trial is even stronger because of the need for financial provision for these children with current welfare support for the disabled and those who care for them being inadequate. 107 However, the inroads which have been made into the fault-based system in England for clinical trial injuries are negligible despite the fact that trial participants are more likely to be injured for reasons which are attributable to the trial treatment but in respect of which negligence cannot be established on part of the clinical investigator or sponsor. 
The Consumer Protection Act 1987
This Act which implemented EU Directive 85/374/EC provides an exception to the need for proof of fault imposing strict liability for drug related injuries 109 including pre-natal injuries to the fetus involving defective products. 110 Despite the strict liability of the producer and supplier of products for defective medicinal products 111 it is, however, still necessary to establish causation in relation to the defective product. A defective product is defined as a product which does not measure up to that degree of safety which 'persons are generally entitled to expect'. 112 One of the problems with this definition is that it is circular since deciding what persons are entitled to expect is the question that the definition of defect ought to answer. 113 The objective of early phase clinical drug trials is, amongst others things, to discover possible side effects of the investigational medicine on the trial participants. Therefore, it may be difficult for them to argue that they were entitled to expect greater levels of safety. 114 Clearly, trial participants cannot be entitled to expect that investigational drugs will never cause adverse effects. Quite the contrary, they are not necessarily entitled to expect that these drugs will not have adverse effects. However, as safety is a relative concept, the seriousness of the potential injury will be a relevant factor in the assessment of what persons are entitled to expect. 115 Moreover, liability is difficult to establish under the Act in that the drug manufacturer can raise the 'state of the art' or 'development risk' defence. 116 This means that the manufacturer will not be liable if the state of scientific knowledge, at the time the drug was put in circulation, was such that the defect could not have been discovered. 117 The obvious conclusion therefore seems that this defence undermines the general aspiration of the Act to introduce no-fault liability into this area. 
Insurance for no-fault claims
Where the sponsor of the trial is a member of the Association of the British Pharmaceutical Industry (ABPI) no-fault compensation payments to the injured trial participant will ordinarily be made in accordance with the guidelines of the ABPI. However, the guidelines themselves are not legally binding but form a self-regulated approach. In any event, pharmaceutical companies which are not members of the ABPI do not need to honour these recommendations. 119 Furthermore the guidelines are not always interpreted without qualifications by the companies. 120 The guidelines make a distinction between the compensation of phase I trial participants and all others, i.e. those enrolled in phase II, III or IV trials with the most recent amendment of the guidelines removing the distinction between the compensation arrangements of healthy volunteers in phase I trials that do not have the target disease and those in phase I trials that do have the target disease but where there is no reasonable prospect of direct benefit. 121 The ABPI guidelines provide for a legally binding obligation regarding no-fault compensation made with phase I trial participants. In contrast there is no legal commitment regarding patients in phase II, III or IV trials as they have some prospect of therapeutic benefit; 122 the commitment only involves an assurance given to clinical investigators and RECs that compensation will be paid in the case of harm.
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Since even healthy volunteers in phase I trials have experienced problems with obtaining compensation, 124 a harmed trial participant will find even less support in a non-legally binding commitment. Thus the guidelines for compensation in phase II, III or IV clinical trials recommend that, notwithstanding the absence of a legal commitment, 125 patient volunteers suffering bodily harm (including death) should be compensated where, on the balance of probabilities, the injury was attributable to the drug being studied or to any clinical intervention which is part of the trial protocol. 126 The amount of compensation to be paid should be appropriate to the nature, severity and persistence of the injury and should in general terms be consistent with the quantum of damages commonly awarded for similar injuries by an English court in cases where legal liability is admitted.
127 Compensation may thus be withheld depending on the particular patient's circumstances regarding the level of risk the patient can reasonably be expected to accept 128 so that patients with already life threatening conditions will receive a lesser amount.
Pharmaceutical sponsors are likely to impose further limitations on claims.
129 As explained initially, pregnant women are unlikely to be enrolled in pure phase I trials unless it is foreseeable that there are minimal risks and burdens and research of comparable effectiveness cannot be carried out in women who are not pregnant. They are more likely to be enrolled in phase I/II trials. Since there are no compensation guidelines for participants in phase I/II trials they may be classified by the industry as falling either under the looser drafted phase II, III and IV compensation guidelines or under the stricter phase I guidelines. This would of course be disingenuous since the guidelines of the latter do not mention the fetus and by definition therefore exclude compensation being paid to a child injured in utero if the child's mother has participated in a clinical trial. 130 The guidelines of the former on the other hand, which are without legal commitment, specifically exclude injuries arising from phase I trials which involve 'patient volunteers' with no prospect of receiving direct benefit but refer to compensation being paid to a child injured in utero. 131 The ABPI recommendations envisage a number of further exclusions which equally point to a less than generous intent. Thus, compensation should only be paid for more serious injuries of an enduring and disabling character and not for less serious or curable complaints. 132 Compensation is also excluded where the injury has arisen through a significant departure from the agreed protocol 133 or through the wrongful act of a third party, including the clinical investigator's failure to deal adequately with an adverse reaction. 134 This would require trial participants to bring an action in negligence against the clinical investigator which, as discussed, has limited chance of success.
Ex gratia payments
Where the sponsor is a commercial entity but not a member of the ABPI the disabled child injured in utero during the course of a clinical trial may seek an ex gratia payment for her disabilities but there is no automatic right. 135 The adverse publicity of an action against a pharmaceutical company may be an incentive to agree to such a payment but pharmaceutical companies do not always move quickly to compensate even injured healthy volunteers. This became all too apparent in the Northwick Park case. 136 All the same, with the lack of legal enforceability of the industry's moral undertaking, an ex gratia payment may be the only means to receive compensation where the trial participant has been injured in a trial sponsored by a pharmaceutical company which is not a member of the ABPI.
Similarly, an ex gratia payment may be the only recourse for the research subject where the nonnegligent injury occurred in a trial which was not commercially sponsored. According to the European Medicines Agency, approximately 40% of clinical trials in the European Economic Area are not sponsored by the pharmaceutical industry but by non-commercial sponsors, mainly academia. 137 As the Royal College of Physicians notes, the legal situation for compensation for non-negligent injury in research funded by public sector bodies such as universities, NHS trusts or the Medical Research Council (MRC) is not satisfactory. 138 Generally, public sector bodies cannot agree in advance to non-negligent injury compensation and have difficulty in implementing an insurance policy for no-fault claims. They tend to accept only liability for negligent harm but will, in exceptional circumstances, consider whether an ex-gratia payment could be offered. 139 Besides, there is no legal requirement under the CTR 2004 and the EU Regulation 2014 for a no-fault compensation scheme for injury resulting from participation in a clinical trial. That this is so is not conducive to the greater harmonisation of the protection of research subjects amongst EU Member States with some countries having adopted a no-fault compensation system for research-related injuries. 
Discussion and conclusion
All new therapies, whether non-drug or drug treatments, whether aimed at the pregnant woman, or the fetus with developmental abnormalities, need to be tested for their safety and efficacy in clinical trials before they can become generally available. Because existing and future children and pregnant women and the public at large will benefit from that clinical research it is only fair to compensate children for injuries sustained in utero due to the participation of their pregnant mothers in clinical trials. However, there is currently not only a lack of fairness but also considerable legal uncertainty surrounding the compensation of the child, born disabled as a result of an injury sustained in utero.
Thus although the CDA 1976 was passed to deal with civil liability for prenatal harm very few actions have ever succeeded the Act. This is despite the fact that the Law Commission on Injuries to Unborn Children in 1974 was set up in the aftermath of the thalidomide tragedy. Clearly some of the problems of the CDA could be remedied if it recognised the fetus as a legal person to which a duty of care can be owed during pregnancy and which, if injured, would therefore be able to bring an action, once born. However, attributing legal personality to the fetus would open up a myriad of legal problems and is not necessary to achieve the compensation of a child for pre-natal injury in consequence of her pregnant mother's participation in a clinical trial. Rather it is suggested that it would be possible to make amendments to the Act to bring it in line with the developments in the common law of England and other common law jurisdictions in such a way as to allow a child who sustained injuries in utero during a clinical trial to obtain damages.
By making the defendant only answerable to the child if liable in tort to the parent 141 the CDA 1976 takes an antagonistic approach to a child injured in utero and claiming compensation. Any duty is owed to the 'father' or 'mother' of the child at the time of the occurrence for which the defendant may be liable, thereby leaving out of account that the 'mother' is the woman's pregnant self. In a clinical trial any duty by the defendant to the female parent should therefore be viewed not as a duty to the woman but to the pregnant woman in her duality as woman and fetal container. While derivative liability to the child is a relatively simple concept when it refers to the liability owed to the father, it is more demanding when it refers to the liability owed to the 'mother' or the dual unit of woman and fetus. A duty owed to the 'mother' ought to include a duty to any part of that dual unit which might be foreseeably affected by the act of carelessness. Such an interpretation would neither abrogate the pregnant woman's right over her body nor would it ascribe legal rights to the fetus. This reading of the defendant's duty would be more in line with the law as it has developed in Canada and Australia. In a Canadian case the judge held that the duty was owed to both mother and child because 'finding that there was a duty owed by the defendant doctor to the infant plaintiff is not conferring upon the fetus the status of legal personhood. It did not put the defendant in the impossible situation of owing a duty to one person to determine the existence of another.' 142 In the Australian case of Watt v Rama Gillard J, in a minority judgment, expressed the duty in terms of the duty owed to an unborn child as a member of a foreseeable class of victims likely to be affected by the act of carelessness. The injury is part of the chain of causation leading to the damage suffered by the child at birth. 143 Again this would restrict the damage suffered from the breach of duty to the damage sustained by a legal person, i.e. the child when she achieves legal personality at birth.
A further problem with the principle of liability under the CDA 1976 is that it turns on the wrongful act by the defendant or 'the occurrence' before the child's birth 144 and is therefore concerned with the injury which was occasioned to the fetus in utero rather than the subsequent damage suffered by the child at birth (or rather, under the Act, 48 hours after birth). However, the cause of action arises when the damage is suffered by the child rather than when the wrongful act is committed. After all, if the child is not born alive such as when the woman miscarries or her child is still-born, no damage is suffered from the disability and no rights would accrue. It is in order to avoid the attribution of legal personality to the fetus and a duty to the fetus itself that the Act does not separate the concepts of injury and damage. It would not be beyond the bounds of possibility to re- write the Act in such a way that it is recognised that the injury occurs to the fetus as a part of the pregnant woman's self but that the damage is suffered and the right to compensation comes into existence when the child is born alive with the disability caused by the injury. Thus Gillard J in Watt v Rama had thought it unhelpful to consider the question as to the existence of a duty of care in isolation from the elements of breach of duty and damage: '…if the act or omission by which the damage was caused is identifiable it may put one on the trail of a possible duty of care of which the act or omission would be a breach.' 145 In this light the judge suggested to start with the damage and work back through the cause of it to the possible duty which may have been broken and concluded that the injury was to be regarded part of the chain of causation leading to the damage suffered by the child at birth. 149 As Dillon LJ opined 'it is not open to the health authority to deny liability on the ground that the organism that they injured was not in law the plaintiff and yet to deny responsibility for the defects with which the plaintiff was born on the ground that they inflicted them before birth.
150 Thus the argument is not that the damage is caused to the claimant before the claimant exists; rather the argument is that the damage is suffered at the moment when she achieves legal personality. The negligent act does not have to be contemporaneous with the resulting damage A further criticism regarding the lack of fairness and uncertainty of the CDA 1976 is that it withholds rights from the newly-born for 48 hours. 151 The Act provides that the child must live for at least 48 hours before the parents may recover damages for her loss of expectation of life, 152 the greatest head of loss in the case of an early neonatal death. As the child's personal representatives they are in effect denied bringing an action for such compensation on behalf of the deceased child on the basis that she would not have had a right of action for the first 48 hours. This seems illogical when a child generally acquires legal personality at birth and when the Act itself provides that liability for injury sustained prenatally is to be regarded as 'liability sustained by the child immediately after its birth '. 153 After all, the Act defines birth or born as meaning 'born alive' or 'the moment of a child's birth… when it first has a life separate from its mother'.
154 Since the newly born child under the Act has, however, no right of action for the first two days of her existence it is necessary to determine the exact moment of time she acquires legal rights. To do so one would need to pinpoint the child's exact time of birth. But this will more often than not rest on the accuracy of the clocks in the delivery room or, in the hurly burly of delivery complications, on the guess-work of everyone involved in the birth. It would surely be more logical and satisfactory to make the child's legal standing dependant on being born alive even though in some circumstances problems deciding whether a child is still-born or born alive can be envisaged. 155 However, the major criticism of the CDA 1976 is that compensation is based on the fault principle since the general principle ought to be that where prenatal injury occurs in the course of a clinical trial compensation should be paid to the child born disabled. Since the Act was passed before the Pearson Committee had reported it did, however, not take into account its recommendations for a no-fault, state-funded compensation scheme for injury occasioned in clinical trials. 156 Because of the public benefit from clinical trials a publicly funded scheme to compensate disabled children for research-related injuries would have been the fair approach at least in trials conducted by noncommercial sponsors. It is more questionable whether compensation should be borne by the public in the case of clinical trials sponsored by pharmaceutical companies because the public benefit element is outweighed by the large profit element involved in commercial research.
The drafting of the new EU Regulation 2014 was a missed opportunity for mandating no-fault compensation in all EU Member States rather than leaving the compensation system to be determined by national law. However, both the CTR 2004 and the EU Regulation 2014 only require evidence of sponsor insurance. For a child injured in utero in a clinical trial having to rely on the interpretation of the terms of the ABPI guidelines by a commercial sponsor regarding the compensation for her disablement is not satisfactory. Pharmaceutical companies are not all members of the ABPI, do not necessarily adhere to the ABPI guidelines and are not averse to stretching the definition of the guidelines. Self-regulation by the pharmaceutical industry can rarely be claimed to be in the interest of those left injured in clinical trials. Therefore, an argument can be advanced that the ABPI guidelines for compensation for injury in hybrid phase I/II, phase II, III and IV trials ought to the same as those for trial participants in phase I trials. Otherwise children born disabled due to their mother's participation in a clinical trial sponsored by the industry may have to rely on the generosity of a pharmaceutical company's ex gratia payment with its lack of precedent setting and its lack of transparency. The establishment of a clinical trial injury compensation fund to which both commercial sponsors and the public contribute might be a solution.
Children who have sustained injuries in utero in clinical trials should be able to rely on a no-fault compensation scheme since such injuries will have financial consequences for the child born disabled with her whole life ahead adversely affected by her disabilities. Incorporating the recommendations of the Pearson Committee regarding clinical trial injuries into the CDA 1976 would provide greater certainty for pregnant women participating in these trials knowing that there will be adequate financial provision in the case of mishaps, and it might also encourage more pregnant women willing to become enrolled in clinical trials. Greater certainty of the legal position would not only benefit the child injured in utero during the trial, it would have the added benefit of encouraging public and commercial sponsors to conduct more trials with potential teratogenic effect in pregnant women to the benefit of current and future children.
